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Please find below and/or attached an Office communication concerning this application or proceeding. 
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Application No. 



Applicant(s) 



10 072.767 BATLEY ET AL. 

Office Action Summary Examiner * Art Unit 

Daniel M Sullivan 1636 

- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



*\T , ■* ♦•• : w- . w ,r , ;K'- r '«- i . '-p'oSA 6 '/O f «""~ f S fr o (1 i *-v —a-; :!d>.; c* s 

- Fa....r«- :c ec > t"e se: c e»:e"2ea pe r, od 'or reo-y ai ; c> statute cause t^e acd cat.cn to Decode ABANDONED ,35 (JSC ^ 1 33 

- , r or . >•■••• t . O**co : f i t »n "-ee :vc°: h s a'te-" :ne c-ai date ::f t^-s cir^' 11 ideation, e.en ' t r-rie 1 . -'ietf. ma, reduce an , 
ea'^tf;; - rate*" :(, i,,v ajjrt^'ent See 3^ C C R 1 "■."•J.t: 

Status 

1 )H Responsive to communication(s) filed on 10 December 2002 . 

2a)H This action is FINAL. 2b)[jj This action is non-final. 

30 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed m accordance wtth the practice under Ex parte Quayle. 1935 CD. i 1 , 453 O.G. 213. 
Disposition of Claims 

4) H Claim(s) 1-12. 14-25. 29-40 and 42 50 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) lH Clatm(s) is/are allowed. 

6) H Ciaim(s) 1-1 2 . 1 4-P5.29 -4G a nd 42-50 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) Lj Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [_J I tie specification is objected to by the Examiner. 

10)13 The drawing(s) filed on U7 February 2002 is/are: a)[v] accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. Set 37 CFP. 1 85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

13) lj Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)LJAII b'G Some * c)Q None of: 

1 .[J Certified copies of the priority documents have been received. 
~] Certified copins of the priority documents have been received in Application No. . 



') 



3.[j Copies of the certified copies of the priority documents have been in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
' See the attached detailed Office action for a list of the certified copies not received. 

14)Q Acknowledgment is made of a claim for domestic priority under 35 U S C § 1 19(e) (to a provisional application) 

a) L_] The translation of the foreign language provisional application has been received. 
1 5)lj Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 

Attachmpnii;,) 

1 i LJ Not.T.r; of Rp'o>on;- ( . s Okj (PTO-8f<2) ') [Z! ' nt e''view Summary (PTO-413) Paper No(s) 



Zi , , Ncfce D^atsre-sor s Patent Drawng Review iPTO-948) 5) QJ Notice ot informal Pate"! Mtuincaticr: ( d ^O--i52) 

3) ^J Infonr.ntion ; J, s Stnte'^^nti s i (P'O-'-i-iv.) ^ape' Nets I _^ _ 5) [ | Other 
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Application Control Number: |uu 2."0" Pago 2 

Art I Hit: W>3^ 

DKTA1LKD ACTION 

Tins Non-Final Ortjee^Wtion is a response to the "Response and Amendment" tiled 10 
December 2<)()2 (Paper No. (>) in reply to the Non- Final Office Action mailed 5 June 2un3 (Paper 
No. 2). Claims I-5<> were considered in Paper No. 2. Claims I. 7-9. 14. 15. 21-25. 29-31, 35. 3 7 . 
42. 43 and 49 w ere amended and claims 13. 26-2S and 41 were canceled in Paper No. ft. Claims 
1-12. 14-25. 29-40 and 42-5 * * are presently pending and under consideration. 

Response to Amendment 

Priority 

.Applicant's claim of priority under 35 l.S.C. ^ 1 1 9(e) to I'.S. Provisional application 
6() 208.202 is acknow ledged. 

Specificatio n and C h um Objections 

The objections to the specification and claims 1, 21. 29 and 49 of record in Paper No. 2 
are withdrawn. 

Claim R ejections - 35 t'SC ^112 

Rejection of claims 1 9 and 47 under 35 I '.S.C. $} 1 1 2. first paragraph, as lacking adequate 
written description is withdrawn in view of the arguments of record in Paper No. 6. 

Rejection of claims 1 -25. 29 and 35-49 under 35 l .S.C. § 112. second paragraph, as 
being indefinite is w ith draw n in \ iew of the amendments to the claims in Paper No. 0. 
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Cjami Reje ctions - 3 5 t SC $ ]i)2 

Rejection of claim 2 b under 35 I .S.C. ^ 102(a) as anticipated b\ Muraia ct a I. and under 
35 I'.S.C. § 102(b) as anticipated b\ either one of Wen ct ai or Cllrich ct ai is rendered moot 
by the cancellation of claim 2(> in Paper No. 6. 

Claim Rejections - 35 I SC ' ^ i03 

Rejection o! claims !3. 2o-3X nml 41 undci 35 I'.S.C. s 103(a) is rendered moot hv the 
caiiLLiiation of the claims in Paper No. C 

Claims 1-12. 14-2<). 24. 29-40, 42-4X and 50 stand rejected under 3? C.S.C. $ 103(a) as 
unpatentable over 111 rich (7 ai in view of Uexdall ct ai and in further view of Shibuya ct ai and 
Muuiia 1 7 (//. for reason/;, of record in Paper \n. 2 and herein below in the response to arguments. 

Claims 22 and 23 stand rejected under 35 I '.S.C. § 103(a) as unpatentable oxer I'llrich ct 
ai in view of Uexdall ct ai and further in view of Wen ct ai for reasons of record in Paper No. 2 
and herein below in the response to arguments. 



Response to Arguments 
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Art I nit: UoO 

Claim Rej ections - 35 I SC ^ 1 03 

In response to the rejection ofelaims 1-12. 14-20, 22-24. 29-40. 42-48 and 50 
under 35 I .S.C. ^ ; 1 ( >3( a >. Applicant asserts that the rejection is improper!} based on hindsight 
reconstruction of the instant invention. 

First, it must be reeogni/ed that any judgment on obviousness is in a sense necessarily a 
reconstruction based upon hindsight reasoning. But so long as it takes into account only 
know ledge which was within the level of ordinary skill at the time the claimed invention was 
made, and does not include know ledge gie:med oni\ hum the applicant's disclosure, sue! 1 ! a 
reconduction is proper. See //; re \!t\Lait»Mhh 44", F M 1392. 170 l/SPQ 209 (CCPA 1971 ). 

Next. Applicant mischaracteri/es the rejection when stating. "|t]he examiner has picked 
and chosen elements from three different references. Ullrich. Hexdall, and Shibuya to come up 
with the elements of Applicants* invention..." (page 10). In actuality, the rejection relies solely 
on Cllricli and ilexdai! to teach, all of the limitation's of the claims and to prov ide motivation to 
combine the two teachings. The teachings of Shibuva el al and Murata el ai arc cited merelv as 
evidence that the skilled artisan would have known, at the time the instant application was filed, 
that MAP kinase actuation and phosphorylation of ELK- 1 are features of signal transduction 
through the FLK-1 YEGF receptor. 

Applicant further argues that there would not have been a reasonable expectation of 
succe» f^mid in the cited references that He! a cells transfected with the three constructs 
required by the claims of the present invention, w ould have yielded a cell line capable of 
quant i tat i\ e meaMirement of biological I y aetive \TXiF. The reasoning behind this assertion is 
that none of the cited references reduce to practice a HcLa cell line expressing the YLGF 
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receptor. Applicant further asserts that one could not reasonable expect, "that I lei a cells, which 
do not emlogenousK express \T(iF receptor, would provide the necessary signaling components 
to allow a heterologous Yh(iF receptor to be expressed and to activate MAP kinase to lead to the 
phosphorylation of a phosphorylatable protein-DNA binding chimera" (page 1 1 ). This argument 
is not persuasive because Hexdall ct ai teaches that HeLa cells comprising GAL4-Elkl (a 
phosphorylatable protein-DNA binding chimera) treated with MAPK activators, including EGF 
and PMA. responded with a significant increase in expression of a luciferasc gene under the 
control of a (iAl.4 promoter (see especially Fbnnv 4) This teaching shows that the HeLa cells of 
I lexdall ct al. comprise a MAPK signaling pathw ay capable of activating Flk 1 . Given this 
teaching and the teachings of Shibuya ct al. and Murata ct al. regarding the activation of FFK-1 
resulting from VFGF receptor activation, it would clearly be reasonable to expect that expression 
of the VFUf receptor tauuht hv I'llrich ct al. in the cell line taimhl bv Hexdall ct ai would lead 
to phosphorylation of a phosphorylatable protein-DNA binding domain chimera. 

Thus for reasons of record in Paper No. 2 and herein above, the instant invention w ould 
have been prima fascia obvious to the ordinary skilled artisan at the time the invention was 
made. 



Claim Rejections - 35 I SC § 112 

I he follow ing is a quotation of the first paragraph of 35 l.S.C. 1 12: 



! re ^pec: !;ca!:on >!:a:: c«'"-Ui;n u u i iUcn J'^cripiion oft he invention, ana of the man nor ami nnuvss of m.-ikmn 
and aMr.L! ;t. ai Midi oi!!. c icai. concise, ami exact lei ins as to enable an\ person skilled m the art to w Inch it 
pertains, or with winch il is must ncarh connected, to make and use the same and shall set forth the best mode 
contemplated b\ the inventor of carrvinu out his invention. 
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Claims 1-12. 14-25. 2^-4n and 42-4^ arc rejected under 35 l.S.C. 1 12. first paragraph, as 
containing subject matter w hich w as not described in the specification in such a way as to 
reasonably con\e\ to one skilled in the relevant art that the invcntor(s). at the time the 
application was (lied, had possession of the claimed invcnlion. 

I '(/.v-( \uh Inc. v. \fahurkar. l c )CSPQ2d 1111. clearly states that "applicant must convey 
w ith reasonable claritv to those skilled in the art that, as of the Ilium date soimht. he or she w as 
in possession ofthc invention. The invention is. for purposes of the 'written description" inquiry. 
whatever is now claimed" (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recogni/e that (he or she] invented what is claimed.*" (See \'as-Cath at 
page 1 1 10). 

In the instant case, the claims are directed to methods comprising as a critical element a 
chimeric iransactivator vector comprising a gene encoding a phosphorylatable protein, or in 
some embodiments HI K-l and n HNA binding domain which specifically binds to a ON A 
binding site. The Guidelines for W ritten Description state "The claimed invention as a whole 
may not be adequately described if the claims require an essential or critical element which is not 
adequately described in the specification and which is not conventional in the art"* (f ederal 
Register. Vol. 66. No. 4. Column 3. page 71434). The vector of the claims comprises a genus of 
genes encoding transactivators that can differ in the identity of the phophorylatable protein or 
DNA binding domain. 

The written, description requirement lor a claimed genus ma\ be satisfied through 
sufficient description of a representative number of species, by actual reduction to practice, 
reduction to drawings, or bv disclosure of relevant idenlilvinu characteristics (see MPHP 2163 
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(iin. In the instant case, the disclosure prov ides only a single example of a chimeric 
transactiv ator vector according 10 the claims (i.e. the GAL4-EFK-1 fusion) and reduction to 
practice of the invention w ith the (iAI.4-HI.K-l fusion. Beyond that, the only characteristic of 
the genus of transacts ator v ectors provided in the disclosure is the desired function. How ev er, 
an adequate w ritten description of a DNA requires more than a mere statement that it is part of 
the invention: what is required is a description of the UNA itself. It is not sufficient to define 
DN A solely by its principal biological property, i.e. it encodes a chimeric transactivator protein, 
because disclosure o!^no more than that, as in the instant case, is simph a wish to know the 
identity of any DN A w ith that biological property. Also, naming a type of material generically 
know n to exist, in the absence of know ledge as to w hat that materia! consists of. is not a 
description of that material. Thus, claiming all DNA's that achiev e a result w ithout defining w hat 
means will do is not in compliance w ith the description requirement. Rattier, it is an attempt to 
preempt liie fuiuie hemic ii has anived. iSec Fiery \. Rc\ci. 25 L'SPQ2d 1601 (CA FC 1993) arid 
Regans of the L'niv. Calif, v. Fli Lilly & Co.. 43 l/SPQ2d 1398 (CA FC, 1997)). As the claims 
are draw n to methods, adequate description of the methods first requires an adequate description 
of the materials, i.e. specific DNA sequences, which provide the means for practicing the 
invention. 

In view of these considerations, a skilled artisan w ould not hav e viewed the teachings of 
the specification as sufficient to show that the applicant was in possession of the claimed 
invention commensurate to us scope because it does not provide adequate written description for 
the broad class of chimeric transactivator vectors encompassed by the claims. Therefore, onlv the 
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described \ ector comprising ihc ( iAI.4-HLk- 1 fusion meets the w ritten description provision of 
35 I \S.(\ $112. first paragraph. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Daniel M Sullivan w hose telephone number is 703-305-444S. 
The examiner can normally be reached on Monday through Friday 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Remy VuceL Ph.D. can be reached on /03-305-1 WS. The tax phone numbers for the 
organization where this application or proceeding is assigned are 703-746-9105 for regular 



Conclusion 




Any inquiry of a general nature or relating to the status of this application or proceeding 



should be directed to the receptionist whose telephone number is 703-308-0190. 



dms 

Februarv 13. 2003 




